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Linagliptin 5 mg film-coated tablet

1.3081 Linagliptin 5 mg film-coated tablet
2.auauiAnaly
21 gUuuy Wuenudandeuiiau (Film coated tablet) ¥linsuusymu
22 dwusznau  Usenaudiesien Linagliptin 5 mg Tu 1 1fia
23 awusussy usTluunsUnadindeaiuue wazATUlS
2.5 aan -szyfienn duusznoufendfyuaranuuse Jundn Hudueny wuiinde waziav
nuidoussuenliognsdmiauuuussydoe
vunTuruITeglieedessydesmiadonanisialseneunazuuin
mmLstaamLawﬁwﬁmi’u??umq"l,i'?'fmLﬁ]u

3.auauUANIamaila
3.1 Finished product specification:

D) Test Items Specifications

3.1.1 | Identification n3IUMNTEY finished product specification

3.1.2 | Assay 95.0 % - 105.0 % of the labeled amount of
Linagliptin

3.1.3 | Uniformity of dosage unit m’m\i’mmmz‘q finished product specification

3.1.4 | Dissolution Not less than 80 %(Q) of the labeled amount of
Linagliptin is dissolved in 30 minutes

3.1.5 | Loss on drying Not more than 3.5%

waEwe - *sziade Uniformity of dosage units Tiuuuionansuanisigazidonna msnsindinszy
winfllsiudalilulu COA
- nstifiannzfoundamsiiu (waive) nsamadeuinszidesenslaliiusanienansndngiu
fananiilssueyiace

4. [Woulvdu 9
4.1 wnansmslefuougndunsidouhivefiesmielulsavealng wagdued (declare) undandin
4.1.1 Iuéwﬁ’mmﬁ'ﬁumtﬁauﬁﬁ’um (M18.2 M18.3 Ne.4 %50 82 UiuAnsel)
012 ludwetuneou e.1/8.1 vewnflauesan wiouseazdunifensniuquamnmues
HanFumuAitunsdeu (finished product specification) uazdarivuagunwesingiu

NITUNS e/?(} ) m&w( §u7\m\§ Wé
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(Drug Substance specification) nscﬁ*?fag'swa'wmsLU%‘I&muUamf'ﬂmLﬁuLﬁu DALY
nNa1sNMsVaRALY (8.5) uandeu finished product specification Waz/%3e Drug Substance
specification
4.2 1PNANTFUTOWINTFIUNTHAREN
421 nsfifiemdanlulszmdlne guandosdiduunnimaenisdesusesnsgrunninginim
wanINaeAIsANSAFlUNISKAREN PIC/S (Pharmaceutical Inspection Co-operation Scheme)
Tnevieeu PIC/S participating authorities #38LaNansuTeIINTFIUNTHANYINL
MENNUTTLAE BN ITRLUNTNER 81 YBIFITNIUAMILNTTUNTOMNTUAZEN NTENTN
a51IUAY Farmuniilaefimnuaenndesuariiniisuiumdninasiasisnsinlunsningn
PIC/S Tumnaeniiiausuny atuagamuseumsnssaeulasinansiusesiieiuiivsynie
Uszmasmdianinsing
422 nsdidusnidianneiassme druandecdlionansiusewnnsgiunsuangnumaninast
emsnlun1suanen PIC/S (Pharmaceutical Inspection Co-operation Scheme) lag
WhBIUPIC/S Participating authorities atfuagamuseunismsrvaeulneiinanisiusesie
Juiivsemalssmasididninsindvienasne1gnausinsdl
4.3 LBNANTANNINTBIELNTLAUDIIAN
4.3.1 wamsmaﬁﬁmeﬁﬂmmwwﬁmﬁ’mmm@wam (Certification of analysis of finished product)
Tugnjuitdsiaogng
4.3.2 wammﬂswmﬂmmwamnmu‘naqmmmﬂm (Certification of analysis drug substance) iy
lumswanensuitdandusethaiesinans wazdudnTagh
433 enansviendngubudusnuduiusseningunsnaavesingiuvesiaendifny( Drug
substance) 98 4.3.2 fujumswanvendnsusidniagy (finished product) 48 4.3.1
434 wan1sANWN Long term stability 13l ASEAN guideline on stability study of drug product
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